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plier, crimp ring, joint ring, fistula 
adaptor, and declotting tray (including 
contents). 

(b) Classification. (1) Class III (pre-
market approval) for the implanted 
blood access device. 

(2) Class II (performance standards) 
for the nonimplanted blood access de-
vice. 

(3) Class II (performance standards) 
for accessories for both the implanted 
and the nonimplanted blood access de-
vices not listed in paragraph (b)(4) of 
this section. 

(4) Class I for the cannula clamp, dis-
connect forceps, crimp plier, tube plier, 
crimp ring, and joint ring, accessories 
for both the implanted and non-
implanted blood access device. The de-
vices subject to this paragraph (b)(4) 
are exempt from the premarket notifi-
cation procedures in subpart E of part 
807 of this chapter subject to the limi-
tations in § 876.9. 

(c) Date PMA or notice of completion of 
a PDP is required. No effective date has 
been established of the requirement for 
premarket approval for the device de-
scribed in paragraph (b)(1). See § 876.3. 

[48 FR 53023, Nov. 23, 1983, as amended at 52 
FR 17738, May 11, 1987; 61 FR 1122, Jan. 16, 
1996; 66 FR 38802, July 25, 2001] 

§ 876.5600 Sorbent regenerated 
dialysate delivery system for hemo-
dialysis. 

(a) Identification. A sorbent regen-
erated dialysate delivery system for 
hemodialysis is a device that is part of 
an artificial kidney system for the 
treatment of patients with renal fail-
ure or toxemic conditions, and that 
consists of a sorbent cartridge and the 
means to circulate dialysate through 
this cartridge and the dialysate com-
partment of the dialyzer. The device is 
used with the extracorporeal blood sys-
tem and the dialyzer of the hemo-
dialysis system and accessories 
(§ 876.5820). The device includes the 
means to maintain the temperature, 
conductivity, electrolyte balance, flow 
rate and pressure of the dialysate, and 
alarms to indicate abnormal dialysate 
conditions. The sorbent cartridge may 
include absorbent, ion exchange and 
catalytic materials. 

(b) Classification. Class II (perform-
ance standards). 

§ 876.5630 Peritoneal dialysis system 
and accessories. 

(a) Identification. (1) A peritoneal di-
alysis system and accessories is a de-
vice that is used as an artificial kidney 
system for the treatment of patients 
with renal failure or toxemic condi-
tions, and that consists of a peritoneal 
access device, an administration set for 
peritoneal dialysis, a source of 
dialysate, and, in some cases, a water 
purification mechanism. After the 
dialysate is instilled into the patient’s 
peritoneal cavity, it is allowed to dwell 
there so that undesirable substances 
from the patient’s blood pass through 
the lining membrane of the peritoneal 
cavity into this dialysate. These sub-
stances are then removed when the 
dialysate is drained from the patient. 
The peritoneal dialysis system may 
regulate and monitor the dialysate 
temperature, volume, and delivery rate 
together with the time course of each 
cycle of filling, dwell time, and drain-
ing of the peritoneal cavity or manual 
controls may be used. This generic de-
vice includes the semiautomatic and 
the automatic peritoneal delivery sys-
tem. 

(2) The peritoneal access device is a 
flexible tube that is implanted through 
the abdominal wall into the peritoneal 
cavity and that may have attached 
cuffs to provide anchoring and a skin 
seal. The device is either a single use 
peritioneal catheter, intended to re-
main in the peritoneal cavity for less 
than 30 days, or a long term peritoneal 
catheter. Accessories include stylets 
and trocars to aid in the insertion of 
the catheter and an obturator to main-
tain the patency of the surgical fistula 
in the abdominal wall between treat-
ments. 

(3) The disposable administration set 
for peritoneal dialysis consists of tub-
ing, an optional reservoir bag, and ap-
propriate connectors. It may include a 
peritoneal dialysate filter to trap and 
remove contaminating particles. 

(4) The source of dialysate may be 
sterile prepackaged dialysate (for semi-
automatic peritoneal dialysate deliv-
ery systems or ‘‘cycler systems’’) or 
dialysate prepared from dialysate con-
centrate and sterile purified water (for 
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automatic peritoneal dialysate deliv-
ery systems or ‘‘reverse osmosis’’ sys-
tems). Prepackaged dialysate intended 
for use with either of the peritoneal 
dialysate delivery systems is regulated 
by FDA as a drug. 

(b) Classification. Class II (perform-
ance standards). 

§ 876.5665 Water purification system 
for hemodialysis. 

(a) Identification. A water purification 
system for hemodialysis is a device 
that is intended for use with a hemo-
dialysis system and that is intended to 
remove organic and inorganic sub-
stances and microbial contaminants 
from water used to dilute dialysate 
concentrate to form dialysate. This ge-
neric type of device may include a 
water softener, sediment filter, carbon 
filter, and water distillation system. 

(b) Classification. Class II (perform-
ance standards). 

§ 876.5820 Hemodialysis system and ac-
cessories. 

(a) Identification. A hemodialysis sys-
tem and accessories is a device that is 
used as an artificial kidney system for 
the treatment of patients with renal 
failure or toxemic conditions and that 
consists of an extracorporeal blood sys-
tem, a conventional dialyzer, a 
dialysate delivery system, and acces-
sories. Blood from a patient flows 
through the tubing of the 
extracorporeal blood system and acces-
sories to the blood compartment of the 
dialyzer, then returns through further 
tubing of the extracorporeal blood sys-
tem to the patient. The dialyzer has 
two compartments that are separated 
by a semipermeable membrane. While 
the blood is in the blood compartment, 
undesirable substances in the blood 
pass through the semipermeable mem-
brane into the dialysate in the 
dialysate compartment. The dialysate 
delivery system controls and monitors 
the dialysate circulating through the 
dialysate compartment of the dialyzer. 

(1) The extracorporeal blood system 
and accessories consists of tubing, 
pumps, pressure monitors, air foam or 
bubble detectors, and alarms to keep 
blood moving safely from the blood ac-
cess device and accessories for hemo-
dialysis (§ 876.5540) to the blood com-

partment of the dialyzer and back to 
the patient. 

(2) The conventional dialyzer allows 
a transfer of water and solutes between 
the blood and the dialysate through 
the semipermeable membrane. The 
semipermeable membrane of the con-
ventional dialyzer has a sufficiently 
low permeability to water that an 
ultrafiltration controller is not re-
quired to prevent excessive loss of 
water from the patient’s blood. This 
conventional dialyzer does not include 
hemodialyzers with the disposable in-
serts (Kiil type) (§ 876.5830) or dialyzers 
of high permeability (§ 876.5860). 

(3) The dialysate delivery system 
consists of mechanisms that monitor 
and control the temperature, conduc-
tivity, flow rate, and pressure of the 
dialysate and circulates dialysate 
through the dialysate compartment of 
the dialyzer. The dialysate delivery 
system includes the dialysate con-
centrate for hemodialysis (liquid or 
powder) and alarms to indicate abnor-
mal dialysate conditions. This 
dialysate delivery system does not in-
clude the sorbent regenerated dialysate 
delivery system for hemodialysis 
(§ 876.5600), the dialysate delivery sys-
tem of the peritoneal dialysis system 
and accessories (§ 876.5630), or the con-
trolled dialysate delivery system of the 
high permeability hemodialysis system 
§ 876.5860). 

(4) Remote accessories to the hemo-
dialysis system include the unpowered 
dialysis chair without a scale, the pow-
ered dialysis chair without a scale, the 
dialyzer holder set, dialysis tie gun and 
ties, and hemodialysis start/stop tray. 

(b) Classification. (1) Class II (per-
formance standards) for hemodialysis 
systems and all accessories directly as-
sociated with the extracorporeal blood 
system and the dialysate delivery sys-
tem. 

(2) Class I for other accessories of the 
hemodialysis system remote from the 
extracorporeal blood system and the 
dialysate delivery system, such as the 
unpowered dialysis chair, hemodialysis 
start/stop tray, dialyzer holder set, and 
dialysis tie gun and ties. The devices 
subject to this paragraph (b)(2) are ex-
empt from the premarket notification 
procedures in subpart E of part 807 of 
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